
FuMbHodth 8UVIO0

DEPARTMENTOF NEALTii & HUMANM?RVJCES
FWd Uid OnJOAdmk&tra~,63e ~

.—— ——

&n FranAaQD&trkt
1431 WtW tky Pullway
Alomodn,CdWatnla94602-7070
WephOnO:610-2374700

Our Reference: 29-53273

December13, 1S96

Mar4no R Arnartd, k.
Marcelino Amaral and SorLSDairy
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Dear Mr. Amaral:

Tissue residue reports from the IJnitcd States Department of Agriculture (USDA) and an
investigationof yourdairyon October 24, 25 and 28, 19%, by Food and Drug
Administration(FDA) InvestigatorChristopher3. k hwc rcwakd seriousviolationsof the
FederalFood, Drug, and Cosmetic Act as follows:

A food is adulterated under Section402(a)(2)(D)of the Act if it contains a new animal drug
that is unsafe within the meaning of Section 512. On August 26, 1996, you consigned a
dairy cow (identified by USDA laboratory repofi number 367714) for slaughter as human
food, This cow was delivered for introduction into interstate commerce by your fm and
was adulterated by the presence of illegai drug residues. USDAanalysis of tissues fromthis
animal reveakd the presence of sulfadticthoxine in the muscle at 9.00 parts per million
{ppm)and in the liver at 4.20 ppm. Thc tolemnce kVCl for sulfadimethoxincin the edible
tissues of Cdttle is 0.10 ppm.

B
A food is adulterated under SectionW(a)(A) of the Act “if it has been prepared, packed, or
held under insanitary conditions...whereby it may have been rendered injurious to heahh.”
As it applies in this case, “insanitaryconditions” means that you hold animals which arc
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ultimately offered for sale for slaughterss food under conditions whicharc so Inadquatethat
mcdicaIcd animals bearing possibly harrnfhl drug maidues arc likely to enter the fd supply.
Forexample,our investigatornotedthe foIlowing:

1. YOUkk an adeqUatCr’CCOrdkeepingSyStCInfOr dctCfmin@ b rt@catkM status Of
animals you offer for slaughter.

2. You lack an adequate system for assuring that animaIa to whichym admin&r be hen

withhcfd fromslaughterfor appropriateperiodsof time to dr@8tepotGM@Iyhmrdoua
maiducaof dregs.

3. Yml=kadq* sy*for-tit@gsm uacdinatnarmer noteontmryto
the directionscontainedin theirlabeling.

You arc adulterating the dxugAMonbnmdsu)ftiimcthoxim withinthe meaningof Section
501(a)(5)of the Act whenyou do notuse thischugin conforrnam with its approved
labeling. Sulfadimethoxine labeling warns against releasing dairy cattk fm daughter for

o

food within five days afterthe last treatment. Not adhedng to the withdrawal time fm this
dmg is likely the came of the iJlegalresidues fouml in tlM animal you sold fm slaughter.
Failureto comply with the label instructions on a drug pmacnts the Iikly possibilitythat
ilkga! residues will occur andmakesthe drugunsafefor use.

You arc using the drug Pen-Aqueousbrand penicillin G procaim ins marumnot in
conformance with its approvedlabeling. Labelingfor penicillinG pmcainc specif~ it is to
be administeredby intramuscularinjection. Your practice of mkiagof 10 Xlls of pcl’ticillin
G procainewith 10 rnfsof distilledwaterto create an intfauti kfbsion fm uac& your
dairycows is an unapproved use for whichsafetyandefficacy haVCnotbeen cstabliaM.
Creatingthe infusionconstitutesmanufacturing a new animal drug which rcquima the
submissionof a Ncw AnimalDrugApplicationfor for FDA approval.

We requestthatyou takepromptactionto ensurethatanimalswhichyou offer for sale as
humanfood will not bc adultcrati withdrugsor containillegal residues.

Introducing adulterated foods into interstak commerce is a violation of Section 301(a) of the
Act,

Causing the adulteration of drugs after =ipt in interstate commerce is a violation of Section
301(k) of the Act.

o You should be awarethatit is not necessaryfor you to havepersonallyshippedan
adulteratedanimal in interstate commerce to bc responsible for a violation of the Act. The
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fac~thatyou offered an adulterated animal for sale to a slaughterfacility whm it was held
for sale in interstatecommerceis sufficient to make you responsible for violations of b
Act.

This is not intended to be an ail-iWusive list of violations. It ia your rccpodbil,ky to ensure
that all requirementsof the Act ami mgdat.ionsarebeingmet. E%ifumto achieve_
correctionsnow may resultin enforcementactionwithoutftuthernotice, Muding seizure
and/orinjunction.

Within fifteen (15) da)% of@ rW&pt of tllh let&, pl- ltOt& @ Of’W i!l *llg Ofthe
specific steps you have taken to correct these violations and prdudc their mcumnce. If
correctiveactioncannotbe completedwithinfifteenworkingdays, state the reasonfor the
delayand the time frameWithinWhichcorrectionswill be cm@HecL Yourresponseshould
address each discrcpamy brought to your attentionduring& &p@ion M in this letter,
andshould includecopies of anydocumentationdemonstratingthst corrections have been
made. Please dwect yourreply to John M. Revcs, Compl~ 0ft5w.

sincerely yours, “

PatriciaC. Ziobro U
DistrictDirector
SanFranciscoDistrict

cc:


